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TABLE III-3 Substances Evaluated for Carcinogenic! ? by the FDA Cancer Assessment Committee in 1981
Acrylonitrile                  1,2-Dichloroethane
Lead acetate                    Diethylhexylphthalate
Vinyl chloride               Diethylhexyladlpate
Dioxane                              Furazolidone
]>-Toluidine                      Cinnamyl anthranilate
Hydrazine                          TrimethyIphosphate
original data from a study done by a commercial labo a-tory, which were submitted with a petition for appro al of the substance. The Board also considered aspects >f the analysis done by Bureau staff and conducted an i le~ pendent evaluation of the pathology slides and a stai .s-tical analysis of the study results. Bureau scienti; :s asked that the Board reach a conclusion concerning ti \ strength of the evidence of carcinogenicity. Thus, 1 te Board was limited to scientific issues and did not cc r sider the possible social implications of its findinc After the Board's finding that the evidence was incor elusive and before the Bureau's conclusion that the additive was unlikely to be a human carcinogen, Burea staff performed a risk characterization to estimate t e potential risks if this conclusion were in error.
The decision to consult an outside panel for revie of risk assessments for potential carcinogens is made by i:he Chairman of the Cancer Assessment Committee. The Bur au currently is considering establishing a standing comm :-tee that could be called on to review agency assessme :s. It is likely that the impetus to form a standing revi< 9 committee stems from criticisms of past agency practi< *sf especially those followed in the evaluation of the dal i on nitrite. In this instance, FDA's contemplated act: >n against nitrite in 1979 was announced before Bureau sc en~ tists had had an opportunity to evaluate the critical toxicity data and to refer the data to an independent panel. This controversial chapter in FDA's history oi regulating food ingredients has often been cited as demonstrating the need for systematic peer review of t e agency's risk analyses in order to avoid the problems that can arise when risk management considerations aff ct the conduct of risk assessments. The existence of a standing panel, although no guarantee, may discourage